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DETAILED ACTION 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability. shall not be negatived by the manner in which the invention was made. 

Claims 1-11, 13-15, 17-25 and 31-33 are rejected under 35 U.S.C: 103(a) as 
being unpatentable over Cragg et al. (U.S. Patent No. 6,740,090) in view of Carl (U.S. 
Patent No. 6,613,044). 

Cragg et al. disclose a method for treating diseases and conditions that change 
the spatial relationship between a first vertebral body of a first vertebra, a second 
vertebral body of a second vertebra adjacent the first vertebra, and a first intervertebral 
disk between the first vertebral body and the second vertebral body, or that cause 
instability of the vertebral column, or both and a method that allows the surgeon to 
access the first intervertebral disk to restore a more normal three- dimensional 
configuration of the first intervertebral disk between the first vertebral body and the 
second vertebral body, the method comprising selecting a patient, creating a channel to 
the first vertebra; and removing as least part of the first intervertebral disk through the 
channel. The patient has pain caused by the change in spatial relationship of the 
vertebra, with a disease such as scoliosis (col. 1, lines 35-37, col. 2, lines 35-45). The 
access channels are bilateral (FIG. 27 and 28). The access is created using a non- 
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flexible drill (col. 8, lines 23-35, see methods for forming a pilot hole in application 
09/640222, incorporated by reference). The access is created using a needle (col. 8, 
lines 23-35, see methods for forming a pilot hole in application 09/640222, incorporated 
by reference, page 13, paragraph 2). A sheath, or retainer tube, is inserted into the 
channel (col. 17, lines 65-67). The method comprises actuating a first flexible drill and 
extending it through the channel (col. 11). The first flexible drill comprises a drilling tip, 
capable of orienting the drilling tip at a predetermined position after accessing a material 
to be drilled through a substantially straight passage having a long axis, wherein the 
predetermine portion is at least 10 degrees off the long axis of the substantially straight 
passage. The first flexible drill comprises a guiding tube (ref. #226) with a proximal 
segment having a central axis and a distal segment giving a distal end, and the drilling 
tip is connected to the distal end. The guiding tube is made of a substance that allows it 
to return to a shape when not subject to distortion. The drilling tip has a radius of 
curvature between 10 degrees and 150 degrees off the central axis of the proximal 
segment. A second flexible drill is actuated and enlarges the channel (col. 17, lines 52- 
64). The second flexible drill comprises a drilling tip, capable of orienting the drilling tip 
at a predetermined position after accessing a material to be drilled through a 
substantially straight passage having a long axis, wherein the predetermined portion is 
at least 10 degrees off the long axis of the substantially straight passage. The second 
flexible drill comprises a guiding tube with a proximal segment having a central axis and 
a distal segment giving a distal end, and the drilling tip is connected to the distal end. 
The guiding tube is made of a substance that allows it to return to a shape when not 
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subject to distortion. The drilling tip has a radius of curvature between 10 degrees and 
150 degrees off the central axis of the proximal segment. A guide wire is used, using an 
over-the-wire technique (col. 12, lines 1-17). The cutting device comprises a pivoting 
blade connected at a distal end of a flexible shaft, a locking sleeve surrounding at least 
part of the flexible shaft, the blade pivoting from a first insertion position to a second 
cutting position, where the blade has one notch, where the locking sleeve can be 
advanced distally and retracted proximally, where advancement distally causes the 
locking sleeve to engage with one notch, thereby locking the blade into the cutting 
position and retraction proximally causes the locking sleeve to disengage from the one 
notch thereby unlocking the blade from the cutting position (FIG. 22 and 25) The 
method comprises an enucleation device (FIG. 37-40) that comprises a proximal end, 
distal end comprising a cutting cap with a plurality of deformable blades, a shaft 
between the proximal end and the cutting cap, where the plurality of deformable blades 
can cut material in a space when the blades are not deformed, and after accessing the 
space through a passage while the blades are deformed, and the passage has a 
smaller cross-section that the material cross-section of the un-deformed blades while 
the blades are cutting the material (col. 20, lines 32-36). The method includes cutting 
the intervertebral disk and the endplate (see FIG. 18). A fusion agent containment 
device with fusion agent is inserted into the disk space, and the first vertebra is fused to 
the second and third (col. 3, lines 55-end, and col. 22, lines 62-64). The method 
includes a distraction system to distract the first vertebral body from the second (col. 22, 
lines 62-64). 
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Cragg et al. disclose the claimed invention except for the obtaining transpedicular 
access to the first intervertebral disk. 

Carl discloses obtaining transpedicular access to the first intervertebral disk as 
one of the variety of surgical approaches practiced by surgeons to provide access to 
intervertebral discs and is less invasive to abdominal organs than an anterior surgical 
approach (col. 5, lines 4-25). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Cragg et al. to obtain transpedicular 
access to the first intervertebral disk in view of Carl because it is one of the variety of 
surgical approaches practiced by surgeons to provide access to intervertebral discs and 
it is less invasive to abdominal organs than an anterior surgical approach 

Claims 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Cragg et al. (U.S. Patent No. 6,740,090) in view of Carl (U.S. Patent No. 
6,613,044) further in view of Kuslich (U.S. Patent No. 6,712,853). 

Cragg et al. in view of Carl disclose the claimed invention except for inserting a 
fusion agent containment device and partially filling it with fusion agent, the fusion agent 
containment device comprising a band of thin, biocompatible, deformable material 
having shape memory and configured to expand into a circular shape when un- 
deformed. 

Kuslich discloses a fusion agent containment device inserted into the vertebral 
disc (col. 9, lines 7-8) and partially filling it with fusion agent (col. 10, lines 25-30), the 
fusion agent containment device comprising a band of thin, biocompatible, deformable 
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material having shape memory and configured to expand into a circular shape when un- 
deformed in order to stabilize a disc. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Cragg et al. in view of Carl including 
inserting a fusion agent containment device into the vertebral disc and partially filling it 
with fusion agent, the fusion agent containment device comprising a band of thin, 
biocompatible, deformable material having shape memory and configured to expand 
into a circular shape when un-deformed in view of Kuslich in order to stabilize a disc. 

Claims 28 and 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Cragg et al. (U.S. Patent No. 6,740,090) in view of Carl (U.S. Patent No. 6,613,044) 
further in view of Vaccaro (U.S. Patent No. 6,102,950). 

Cragg et al. in view of Carl disclose the claimed invention except for the 
distraction system comprising an introducer comprising a proximal insertion portion and 
a distal anchoring portion, a plurality of deformable, spacing components, each spacing 
component having a central opening and a plurality of extensions, and each spacing 
component is configured to stack onto the insertion portion of the introducer. Cragg et 
al. in view of Carl also do not disclose the distraction system comprising a proximal 
connecting portion, a distal distracting portion comprising a plurality of strips, where 
each strip is deformable from an extended configuration to a curled configuration, each 
strip having a distal and proximal end, where the proximal ends are joined to the 
proximal connecting portion. 
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Vaccaro discloses an introducer comprising a proximal insertion portion (ref. #32) 
and a distal anchoring portion (rest of ref. #20 located distal to ref. #32), a plurality of 
deformable, spacing components (ref. #80 and 40), each spacing component having a 
central opening (ref. #36 and 88) and a plurality of extensions (ref. #82 and 44), and 
each spacing component is configured to stack onto the insertion portion of the 
introducer, as well as the distraction system comprising a proximal connecting 
portion(ref. #60), a distal distracting portion comprising a plurality of strips (ref. #50), 
where each strip is deformable from an extended configuration to a curled configuration, 
each strip having a distal and proximal end, where the proximal ends are joined to the 
proximal connecting portion, in order to provide a intervertebral body fusion device that 
provides the proper angle of lordosis between the vertebrae (col. 4, lines 40-45). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to perform the method of Cragg et al. in view of Carl and using a 
distraction system comprising an introducer comprising a proximal insertion portion and 
a distal anchoring portion, a plurality of deformable, spacing components, each spacing 
component having a central opening and a plurality of extensions, and each spacing 
component is configured to stack onto the insertion portion of the introducer, a proximal 
connecting portion, a distal distracting portion comprising a plurality of strips, where 
each strip is deformable from an extended configuration to a curled configuration, each 
strip having a distal and proximal end, where the proximal ends are joined to the 
proximal connecting portion in view of Vaccaro in order to provide a intervertebral body 
fusion device that provides the proper angle of lordosis between the vertebrae. 
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Allowable Subject Matter 

Claims 12,16, and 30 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

Response to Arguments 

Applicant's arguments filed 09/27/2006 have been fully considered but they are 
not persuasive. Applicant argues that the examiner has failed to establish a prima facie 
case of obviousness in the rejection of Cragg et al. in view of Carl because 1.) the 
examiner has not provided a sufficient motivation to combine the two references, and 
2.) that the Carl reference does not disclose obtaining transpedicular access to the first 
intervertebral disk by creating a channel through a pedicle of the first vertebra. 

In response to Applicant's contention that the examiner did not provide sufficient 
motivation, the examiner respectfully disagrees. The Cragg et al. reference discloses 
the claimed invention except for the surgical approach, i.e. accessing the spine via 
transpedicular access. The Cragg et al. reference discloses creating a channel to the 
vertebral bodies via anterior approaches (Fig. 14) and posterior approaches (Fig. 20), 
but not a transpedicular approach, i.e. an approach through a pedicle. The Carl 
disclosure shows that there are a variety of well known surgical approaches than can be 
used in procedures that relate to the spine, including access through the pedicle, or 
transpedicular access (col. 5, lines 4-25). The Carl reference mentions that one 
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particular approach is an anterior approach (which is one of the approaches also used 
in the Cragg et al. reference), however, the anterior approach is invasive to the 
abdominal organs. The Carl reference then goes further to cite alternatives to an 
anterior approach that would be less invasive, i.e. not affect the abdominal organs, such 
as a transpedicular approach. 

In response to Application's contention that the Carl reference does not disclose 
obtaining transpedicular access to the first intervertebral disk by creating a channel 
through a pedicle of the first vertebra, it is noted that the Cragg et al. reference drills to 
create a channel in the bone, and then combining the Cragg et al. reference with the 
Carl reference, which discloses that surgical procedures can be performed using the 
transpedicular approach, i.e. through a pedicle, would provided the limitation of 
obtaining transpedicular access to the first intervertebral disk by creating a channel 
through a pedicle of the first vertebra. Therefore, the examiner does not understand 
Applicant's argument that states that the combination of Cragg et al. and Carl does not 
disclose all the claimed features. 

Therefore, the examiner maintains that the 103(a) rejections under Cragg et al. in 
view of Carl and, further in view of Kuslich and Vaccaro, are proper, since the 
motivation, being that a transpedicular approach is less invasive than an anterior 
approach, is deemed a sufficient motivation, and the combination of the Cragg et al. and 
Carl references discloses all of the claimed limitations. 
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Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




